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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
eamed patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )^ Responsive to communication(s) filed on 28 February 2008 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 5-24 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) IEI Claim(s) 5:24 is/are rejected. 
/)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)^ accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held In abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1 ) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/IVIail Date. 

3) ^ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date 2-9-2007 . 6) □ Other: . 
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DETAILED ACTION 

1 . Claims 5-24 are pending in the instant application. Claims 1-4 were cancelled by 
preliminary amendment filed on August 31, 2006. 



Election/Restrictions 

2. Applicant's election without traverse of species wherein X=-COOH and PG=tert- 
butoxycarbonyl in the reply filed on February 28, 2008 is acknowledged. 



3 . MPEP § 803 .02 provides the following guideline: 

" Markasls-tyiJe dsini will be ejsaiiifued fiilly ^vith 
respect to the elected species, aiid father to the intent 
Bscsissarj' fo detemiine p3teiitabsJit>'. if the Markiish- 
type cisim is; not alSowable the psmdsioaal elec- 
tion wilt be given effect and examination will be Jim- 
ited to the Maifcusls.-tj'pe claim and claiais to tlie 
elected species, \rsth claims drawn to species patejiJ- 
aMy distinct fmm tiie elected species held withdrawn 
from fuitlier coii^iderafion. 
If «sii2iEat30iL tbe ekcseii sps- 
cie-i tfj foiLEjd tci be andcipaed oi reiid?]:sG osj^^ictsis by 
prsfliT ait. Jiie Ms!:kitsh-S)pe clisiiii sitiiS szkiisis Ss &s 
elscsesd spscsss shall be reject, and dsiius to ^le 
Eoaelected species is'oiiSd fee held m^hdrsmt &^m. 

The elected species was not allowable (see Section 7). Furthermore, the Markush-type claim 
was also not allowable (see Section 6). Thus, the provisional election was given effect and non- 
elected species were withdrawn from further consideration. The non-elected species are: 
claimed processes that result in the preparation of compounds of Formula I wherein X ^ -COOH 



and PG ^ tert-butyoxycarbonyl. 
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Priority 

4. Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which papers 
have been placed of record in the file. 

Information Disclosure Statement 

5. The information disclosure statement (IDS) submitted on February 9, 2007 was in 
compliance with the provisions of 37 CFR 1.97 and 37 CFR 1.98. The IDS was considered. A 
signed copy of form 1449 enclosed herewith. 

Claim Objections 

5 . Claims 5-24 objected to for containing non-elected subject matter. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 5-24 rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

The claim is drawn to "derivatives of the general formula (I)." The terms "derivatives" 
and "general" render the claim indefinite because the metes and bounds cannot be ascertained. 
The term "derivative" has an art recognized definition of "compounds obtained from another 
compound by a simple chemical process or an organic compound containing a structural radical 
similar to that from which it is derived" (Hackh's chemical dictionary, 1972). The term 
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"general" is recognized to mean "involving, relating to, or applicable to every member of a 
class" (Merriam- Webster Online Dictionary). Thus, it is not clear whether the claims are limited 
to compounds that fit the definition of Formula I, or whether the claims encompass a broader 
range of compounds not defined by the Markush-type formula. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the art to which said subject 
matter pertains. Patentability shall not be negatived by the manner in which the invention was 
made. 



The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are apphed for establishing a background for determining obviousness under 
35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

7. Claims 5-24 rejected under 35 U.S.C. 103(a) as being unpatentable over Dormoy et al. in 

view of Carlsen et al. and Riley et al., further in view of Narukawa et al. 

Determination o f the scope and contents of prior art . 
Dormoy et al. teach the following reaction: 
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HO, 




(pg. 81, 1^* column), which is carried 



out in a biphasic medium (CC14:CH3CH20H). 

Carlsen et al. teach the use of mthenium tetroxide catalyst and periodate (I04-), in 
aqueous media, for oxidative transformation (pg. 3937, Table 1). 

Riley teaches the use of ruthenium catalyst and sodium periodate (Nal04), in various 
solvent systems including water, for oxidative transformation (pg. 153 1, Table 1). 

Narukawa et al. teach that l-tert-butoxycarbonyl-4-oxo-L -proline is not largely soluble in 
water, and is isolated in solid form. 

Ascertaining the differences between prior art and instant claims. 

The differences between the teaching of Dormoy et al. and the instant claims: 

a) The oxidation is carried out in biphasic medium in the prior art; the instant 
claims are drawn to a one-phase aqueous medium 

b) The oxidation product is allowed to crystallize out. 

Resolvim the level of ordinary skill in the pertinent art - Prima Facie Case of Obviousness. 

The combined teaching of the prior art suggests to one of ordinary skill to practice the 
instant invention. That is, the teaching of Carlsen et al. and Riley suggests the use of 
one-phase aqueous systems for the oxidative transformation using ruthenium catalyst in 
combination with periodate. One of ordinary skill would be motivated to make this 
modification in order to use solvents that are less toxic, and for simplication of the 
experimental procedures (for example, eliminate the extraction step). One of ordinary 
skill would have a reasonable expectation of success in practicing the instant invention. 

Furthermore, the teaching of Narukawa et al. shows that the instantly elected product is 
not largely soluble in aqueous media. Thus, the modification of the prior art reference to 
practice the instant invention would result in the isolation of the product fi-om the solvent 
in solid form. The crystallization of compounds as a form of purification is routine to 

one of ordinary skill. See http://en.wikipedia.org/wiki/Crystallization. 

It is further noted that optimization of the reaction conditions (eg. temperature) is routine 
and unpatentable in the absence of unexpected results. The courts have stated that 
changes in process conditions of an old process does not impart patentability in the 
absence of unexpected results. In re Boesch, 205 USPQ 215 (1980). In re AUer et al. 
(CCPA 1955) 220 F2d454. 



In view of the above, the instant claims are prima facie obvious over the teaching of the 
prior art. 
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Conclusion 

8. No claims allowed. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SUN JAE Y. LOEWE whose telephone number is (571)272- 
9074. The examiner can normally be reached on M-F 7:30-5:00 Est. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571)272-0699. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an apphcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Elecfronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Sun Jae Y. Loewe, Ph.D./ 
4-17-2008 



/Kamal Saeed, Ph.D./ 
Primary Examiner 
Art Unit 1626 



